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DETAILED ACTION 
Double Patenting 

1 . A rejection based on double patenting of the "same invention" type finds its 
support in the language of 35 U.S.C. 101 which states that "whoever invents or 
discovers any new and useful process ... may obtain a patent therefor ..." (Emphasis 
added). Thus, the term "same invention," in this context, means an invention drawn to 
identical subject matter. See Miller v. Eagle Mfg. Co., 151 U.S. 186 (1894); In re 
Ockert, 245 F.2d 467, 114 USPQ 330 (CCPA 1957); and In re Vogel, 422 F.2d 438, 164 
USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101 ) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in 
scope. The filing of a terminal disclaimer cannot overcome a double patenting rejection 
based upon 35 U.S.C. 101. 

2. Claims 1-33 are provisionally rejected under 35 U.S.C. 101 as claiming the same 
invention as that of claims 1-12 of copending Application No. 09/953373. This is a 
provisional double patenting rejection since the conflicting claims have not in fact been 
patented. 

3. Claims 1-33 are rejected under 35 U.S.C. 101 as claiming the same invention as 
that of claims 1-140 of prior U.S. Patent No. 7239908 (Application No. 09/662,224). 
This is a double patenting rejection. 



Claim Objections 

1 . Claims 30 and 31 are objected to because of the following informalities: in claim 
30, reference is made to "steps (a) through (b)". Steps (a) through (b) are not found 
anywhere in claim 26. For purposes of examination, examiner interprets steps (a) 
through (b) to simply be the content of claim 26, obtaining a 3-d map being step (a) and 
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determining the margins of the diseased cartilage being step (b). Appropriate 
correction is required. 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 1-3, 5, 7, 8, 10, 11, 13, 15, 16, 23, 24, and 26-33 are rejected under 35 
U.S.C. 102(b) as being anticipated by Paul et al. (US 5320102). 

Paul show in the figures and text, pertaining to claims 1-3, 5, 7, 8, 10, 11, 13, 15, 
16, 23, 24, and 26-33, a method of treating a human with diseased cartilage in a joint 
(abstract), which method comprises: utilizing an MRI scan to generate a cross-sectional 
electronic image of said joint (column 4, lines 1-55), wherein said image includes both 
normal and diseased cartilage (column 10, lines 55-65); and utilizing information from 
said image to create a geometric model of an area of diseased cartilage (the MR 
cartilage image is a model, column 4, lines 55-65), wherein said geometric model is 
used in selecting a treatment of said diseased cartilage (column 1 1 , lines 35-55); 
electronically evaluating the image of the joint to determine the thickness or biochemical 
content (column 4, lines 1-10, and column 5, line 65-column 6, line 5); obtaining a three- 
dimensional map (the MR cartilage image is a three-dimensional map, column 4, lines 
55-65); determining the margins of the diseased cartilage in relation to the normal 
cartilage based on the thickness or biochemical contents, allowing for the area of 
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diseased cartilage to be calculated (the MRI scan of the joint allows for the total 
cartilage surface area to be determined, knowledge of the margins of the diseased area 
will then allow for a calculation of the total area of the joint containing diseased 
cartilage, column 10, lines 55-65). Also, estimating the change in thickness of a region 
of the cartilage over time to determine a change in thickness between a first time and a 
second time, to determine the amount of degeneration in the cartilage (column 1 1 , lines 
5-55); the therapy includes an agent that stimulates repair of diseased tissue (column 
1 1 , lines 45-55); the MRI technique obtains a series of two-dimensional views 
reconstructed to a three-dimensional image (implicit with MR imaging); the MRI 
technique employs gradient or spin echo (column 4, lines 25-40). 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S:C. 103(a) are summarized as follows: 

Determining the scope and contents of the prior art. 
Ascertaining the differences between the prior art and the claims at issue. 
Resolving the level of ordinary skill in the pertinent art. 
Considering objective evidence' present in the application indicating 
obviousness or nonobviousness. 



1. 
2. 
3. 
4. 
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6. Claims 4, 6, 9, 12, 14, 17-19, 21-22, and 25 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Aouni-Ateshian et al. (US 6161080) and further in view of 
Goldberg et al. (US 6835377). 

Paul show the invention substantially, in the preceding rejection under 35 USC 

102(b). 

Paul fail to show, with respect to claims 4, 6, 9, 12, 14, 17-19, 21-22, and 25, the 
therapy comprises osteotomy or an autologous chondrocyte transplantation; the 
information is used to determine a geometrical feature of a tissue replacement material 
or scaffold; the physical model is used to shape a tissue replacement material; the 
physical model is implanted into a knee joint. 

Aouni-Ateshian teach, with respect to claims 4, 6, 9, 12, 14, 17-19, 21-22, and 
25, generating a 3D computer model of a knee joint (figures and column 2, line 1); 
obtaining geometric data specific to the patient to generate the model, the data coming 
from MR imaging (column 38); and using the computer model to design a prostheses 
and other medical instruments (column 1 , lines 55-65). 

Goldberg teach, with respect to claims 4, 6, 9, 12, 14, 17-19, 21-22, and 25, the 
therapy comprises osteotomy or an autologous chondrocyte transplantation (it is well 
known to perform osteotomy, column 1, lines 40-50, also the method used in the 
invention uses autologous mesenchymal stem cells supported by a three-dimensional 
scaffold, which is implanted in the body, column 3, lines 1-25). 

It would have been obvious to one of ordinary skill in the art, at the time the 
invention was made, to have combined the implant taught by Goldberg, with the 3D 
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modeling techniques taught by Aouni-Ateshian, with the degenerative cartilage 
diagnosis and treatment methods taught by Paul, with the motivation that implanting a 
scaffold containing stem cells is a well known method for provide healing in a human 
joint. There is a reasonable expectation of success to combine these references 
because Paul teach diagnosing and treating degenerative cartilage, although their 
treatment involves using drugs or other agents. However other treatment methods 
could be used. Goldberg teach a treatment method involving an implant, although they 
do not mention how the implant is created. Aouni-Ateshian teach a 3D computer model 
that can be created from MRI data taught by Paul, and the model can be used to design 
an implant such as taught by Goldberg. 

7. Claim 20 is rejected under 35 U.S.C. 103(a) as being unpatentable over Aouni- 
Ateshian et al. (US 6161080) and further in view of Goldberg et al. (US 6835377) and 
further in view of George, III et al. (US 6175655). 

Paul, Aouni-Ateshian, and Goldberg show the invention substantially, in the 
preceding rejections under 35 USC 102(b) and 35 USC 103(a). 

Paul, Aouni-Ateshian, and Goldberg fail to show, with respect to claim 20, that 
the model is created with a 3D Euclidean distance transformation. 

George, III teach, with respect to claim 20, a method for manipulating 3D MRI 
data to view internal body structure (abstract), use of 3D Euclidean distance values in 
manipulating the 3D MRI data (table of column 8-column 9 shows a variable used which 
is Euclidean distance between points). 
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It would have been obvious to one of ordinary skill in the art, to have used 
Euclidean distance values as taught by George, in the combined method of Paul, Aouni- 
Ateshian, and George, with the motivation that using Euclidean distance is well known 
in calculating the distance between two points. The distance between points is used 
when constructing the 3D model. 

Conclusion 

8. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. See attached Notices of References Cited Sheet. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jonathan G. Cwem whose telephone number is 571- 
270-1560. The examiner can normally be reached on Monday through Friday 9:30AM - 
6:00PM EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian Casler can be reached on 571-272-4956. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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8/29/07 




